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ABBREVIATIONS, ACRONYMS, & CONTACT INFORMATION FOR ENTITIES IN TABLE

All Other Information Technical Section, not included in any of the other sections, that

AOI is pertinent to an evaluation of effectiveness or safety [21 CFR § 514.1(b)(8)(iv)]
Aquaculture Drugs Team (HFV-131), Division of Therapeutic Drugs for Food Animals,
Office of New Animal Drug Evaluations, Center for Veterinary Medicine, U.S. Food
and Drug Administration, 7500 Standish Place, Rockville, MD 20855; Dr. Donald
Prater; Phone: 301-827-7567; E-mail: DPrater@CVM.FDA.GQOV; Dr. Susan Storey;
CVM Phone: 301-827-7581; Sstorey@CVM.FDA.GOV
Effectiveness Technical Section includes pivotal & supportive studies that show
Efficacy whether or not a drug is effective for its intended use [21 CFR § 514.1(b)(8)(i)]
Final Freedom of Information summary generated by CVM based on draft FOls
FOI developed by researchers for each study [21 CFR § 514.11(e)(2)(ii)]
INAD Investigational New Animal Drug exemption [21 CFR 511]
Labeling Technical Section includes labeling and package inserts [21 CFR §
Label 514.1(b)(3)]
NADA New Animal Drug Application [21 CFR 514]
Rosalie (Roz) Schnick, National Coordinator for Aquaculture New Animal Drug
Applications, Michigan State University, 3039 Edgewater Lane, La Crosse, Wisconsin
NADA 54603-1088; Phone: 608-781-2205; Fax: 608-783-3507; E-mail:

Coordinator

RozSchnick@centurytel.net

National Research Support Project Number 7, CSREES, E-mail: jgb@cornell.edu;

NRSP-7 CVM Liaison, E-mail: MOELLER@CVM.FDA.GOV
Product Product Chemistry Technical Section includes chemistry, manufacturing, and controls
Chemistry [21 CFR 514.1 (b) (4-6)]
Public Master File can contain safety and efficacy data and information generated with
PMF public funds (Guidance Document #57)
Part of Human Food Safety Technical Section, toxicological testing includes genetic
toxicity tests and mammalian safety studies (e.g., acute, sub chronic) (Guidance
Toxicology Document #3)
Upper Midwest Environmental Sciences Center, U.S. Geological Survey—Dr. William
UMESC Gingerich, 2630 Fanta Reed Road, La Crosse, Wisconsin 54603; Phone: 608-783-

6451; Fax: 608-783-6066; E-mail: bill gingerich@usgs.gov

KEY TO COLOR CODING

COLOR STATUS

No current plans and/or funds

In progress or planned; funded

Submitted to CVM

Accepted by CVM
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SUPPLEMENTAL NADAS—OXYTETRACYCLINE (IMMERSION (APPROVED OTOLITH
MARKING OF ALL FINFISH=OXYMARINE®, OTOMARK®, & TERRAMYCIN-343) = For

control of mortality in

1. Freshwater-reared finfish due to external columnaris disease

Technical Section

Environmental Safety (flow-
through & ponds)

Entity—Data—Action

UMESC (INAD #11-308 & PMF #5646—Environmental
risk assessment—in progress

Impediments or Cost—Action

None—if covers disease
claims

Environmental Safety (flow-
through & ponds)

Human Food Safety—
Microbial Food Safety (all
finfish—disease label
claim)

Human Food Safety—
Residue Chemistry (all
finfish)

Efficacy (external
columnaris disease/
coolwater & warmwater
finfish)

Technical Section

UMESC (INAD #11-308 & PMF #5646—Methods to
remediate effluents—completion report in progress

UMESC (INAD #11-308 & PMF #5646)—Microbial
food safety(Guidance Documents #152 & 159)—
being planned

UMESC (INAD #11-308 & PMF #5646)—Residue
chemistry data in various-sized finfish—completion
report in progress

UMESC (INAD #11-308 & PMF #5646)—Pivotal
efficacy/external columnaris disease/coolwater and
warmwater finfish— submitted 10/28/02; additional
data needed 4/8/03; Submitted 3/07

Entity—Data—Action

None—if covers disease
claims

None—pending acceptance

None—pending acceptance—
currently using outside funds

None—pending acceptance—
currently using outside funds

Impediments or Cost—Action




Label [Sponsor’s name (INAD number)] & NADA None—pending acceptance
Coordinator—Label—planned in the future after
efficacy studies are accepted

el CVM—FOIl—planned in the future with input from None—pending acceptance
UMESC

AOI , .
[Sponsor’s name (INAD number)] & NADA None—pending acceptance

Coordinator—AOIl—planned in the future after
efficacy studies are accepted

NADA Package (disease

claims)

[Sponsor’s name (INAD number)] & NADA None—pending acceptance
Coordinator—NADA package—planned in the future
after efficacy studies are accepted

DRAFT LABEL CLAIM FOR IMMERSION OXYTETRACYCLINE
LABEL CLAIM #1: FOR ALL FRESHWATER-REARED FINFISH

INDICATIONS: For the control of mortality in freshwater-reared finfish due to external columnaris
disease associated with Flavobacterium columnare (Flexibacter columnaris)

DIRECTIONS FOR USE: Apply immersion oxytetracycline at a concentration of 10 to 40
milligrams per liter [mg/L; equivalent to parts per million (ppm)] in continuous flow water supply of
finfish culture units or as a static bath in finfish culture units for 60 minutes daily for three
consecutive days.



	None
	None—pending acceptance—currently using outside funds


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


